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RECEIVED 
CBfTRALFAXCENfTER 

JUN f 1 200S 

Amendments to the Claims; 

This Usting of claims will replace aU prior versions, and listings, of claims in the 
application: 

y jsrine of Claims; 

1. (Currently amended) A process for the preparation and purification of 
proteia(8) wieli oo v i ral ontigonic piotoino. othor rec u mliiimit tlmmpeutio protoina. oharaoteriaed 
ifrthat tho purification is carried out by a novt 1 t rrlini gnp t prmod m n«!in n ffiydrophobic 
Tntefaction Matrix ff PMAX) technology which la oo heroin deoorihod and rooovcring the anid 
pmtnin (n). CQpiprising: 

fa^ lysine, io the absence of a detergent, v ector cells emrBSsing said protcin(s^ to. 
tjtbtain a cell Ivsate: 

(h-j centrifug in p the cell Iv.^tP hfttween 10 00.7 and lO.OOQp to form a supematapt 
portion and solid portion: 

(r»> fihfain^p ff th« "QftioP step (V) whcTCln the solid potion cpmpriyaa 

tf>e proteinfs): 

frf> Biis pending the 3oli <^ pnrtion in a hxiffer of pH 6 to 7. 5; 

forming an insoluble mat r ix after step (d) bv the addition of 4ivalent ionic salt 
having a concentration ranging from 0.2% to 1 0% with counter wm of either phosphate, chloride 
and/or acet ate solution to the suspension: 

m subiectj n fT the insolu b le matrix to centrifiigation ontimallv to fonn a peU^ 

(p-t subjecting tbe nellet ftop i step m to a repeated desorption process to x^l^ase 
the proteinfs^ from said insoluble pellet b y nsm p either Tri.s buffer of pH 8, 0 to 8.g or Trfs 
buffer with Er >TA at nH 7.0 to 8.0: and 

(h) ^A^f>ve^t; p the prote inr^^ through hydrophobic chromatograp.hY, 
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2. (Currently amended) The process oa olaimod in fif claim 1 wherein [[the]] said 
piotem(s) is/are »aifr4e^ expressed in the vcotora Hk e piolcar>'oUc cell or eukQi>'Otio coll 
B.CoK ; yeast-«te. 

3. (Currently amended) [[The]] A process as - claimod in the proccding claims 
t^hLi r in Th" r"""- PT? P^"iti°» and pnrifioation of proteinfs) hy using Hydrophobic 
Tuteraction Ma t ^v fflTMAX^ technology oomprioins - somcaa^ 

(g) [[thf]] --"'^^^ ^""^ A ypreasing said proteinfs') afo fl ubjootod to lysi s m 
tib t o abocnoo of a detergent to obtain a cell lysatc; 

(b) subjecting the cell lysate ofotopaos to centrifugation ranging from lOOOg 

tolO,OOOg ; 

(c) obtaining a-selid pellet portion from step (b) b j HiocontatiQn wherein the said 
6elid nellet portion comprifl iftg comprises [[the]] said proteins; 

(d) suspending the said solid pellet portion in a buffer of pH 6 to 7. 5 hSJdag 
bi valent ions ra n frint. from 0.2% to 10% and counte r i ons of either phosphate, chloride and/or 
acetate u p t liualb treating thia wit h wherein a detergent jg not used j,uLUajhuicindcaoribodto 
aolubuUzo the mliiutc impuritios if any ; aad 

.Inrinp imH pmteinfsl witt ^ Tria hase salts of high baslcity-Q3 a Vm of HIMAX 
tochnology, the ooid protuin (o) io/orc captured by the addition of divalent ionic anithavmg 
conc o ntrotion rnnginc — ^ ''^^ ^ '"^^ '^^^ phoaphoto. chlorido anA < OT 

aoctoto oolution to form an inaolublo matrixj 

(f) m il ijfninc *^ " ""-'^ iinni„wn mniiHir for oontrifiieation optimally to fonn 

pcUetP} and 

(g) (Q gubj cc t iTi E ri - p rn t nrl f1f"7^rT^''''"" p^"^ ^ ^^ rnldnno th e b o und ontic o n from 

iu :ci lubl c nnt rijL^pd lr n "-"I! "'^^"^ "^"^ ^"^"^ "^^^ ^- " ^° °^ ^"^"^ ^^^^"^ 

Pfe 7.Q to 8. 0; 
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Qi) finally rctuv c i in c t^" r"*"^"" thmufvli nltrfifiltration. ohromatogrophy on 

^uUoldal c ili cp, lij f1 r n r h nTTii> - ^ • ' r^inn^atnprmphv. ion cnichcmgc. diafiltiation, oterila 

filtration ot a oombinotion thoreof . 

4. (Currently amended) The process aa olaimod in any of the prcccdiDg olaimp gf 
claBL2» wherein [[the]] said protein is a viral antigen. 

5. (Currently amended) The process Ofl olaimod in gf claim 4 wherein 
ifigptivotioiv^the viral Qiitigcno io carried out by o Icnown roanne F antigen is ^activated before 
said ottbjcoting te desorption (by chromatography) st e p process . 



6. (Currently amended) The process no claimed in olatoaa 1 to -^ o f claim 5 , , 
wherein [[tJxe]] said protein is ons other than a viral antigen. 

7. (Currently amended) The process aa oloimed is af claim 6 whorein msk 
inactivation step is avoided before desorption. 

8. (Cmiently amended) The process aa claimed in tho precoding claims ofclaigi 
2. wherein the chromotographically purified ftactions contauiing the deswed protein(s) are 
pooled for diafiltration «Bd-of aid/or f or sterile filtration. 

9. (Currently amended) The process on cloimod in tho pr e ceding oloims ofcldm 
g^wherein the divalent ionic salt is a sa lt of divalent eatioas 13 proforably Zh cation Zn, ©a Ca, si 
Mg, or a combination thereof. 

10. (Witiidrawn) The process as claimed in step (d) of claim 3 \(^erein the 
detergent is non-ionic detergent. 

1 1 . (Currently amended) The process as claimed in s tep (d) of claim 3 , wherein 
the detergent is not used for the preparation and purification of protein(s). 

12. (Withdrawn) The process as claimed in step (h) of claim 3 wherein ultra 
filtration is carried out using membrane filters of 100-300K molecular weight cut off. 
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13. (Withdrawn) Thcprocessasclairoedinstep(h)of claim 3 wherein the ion- 
exchangc matrices is selected from anionic exchange resins such as sulphated cellulose/DEAE 
matrices. 

14. (Currently amended) The process aa oloimed in the proocding claims of 
sJaimA-wherein the said proteins are highly purified without the loss of biological activity. 

15. (Currently amended) The process as claimed in aajt^f the preceding claims 
wherein *e contaminants lUco nuoleio aoid nufemontfl e tc. > doea ^ not interfere adlh/affect the 
[[said]] process of preparation and purification of [[the]] said proteins. 

16. (Currently amended) The process as clairood in auy of tlic preceding oloimo 
ofcJaiin2^wherein said nroteins are viral antigens, recombinant proteins. axidZor biotherapeutic 
proteins ete^j ate aimultancoualy prepar e d and purifi e d . 

17. (New) The process of claim 16, wherein said proteins are simultaneously 
prepared and purified. 

18. (New) nie process ofcteim 16, wherein said proteins are selected from the 
group consisting of: Rabies antigen. Hepatitis A antigen, Diptheria toxoid and Tetanus toxoid. 
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